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This audit support accompanies the interventional procedure: ‘Percutaneous atherectomy of femoropopliteal arterial lesions with plaque excision devices’ (available online at www.nice.org.uk/ IPG380).

Issue date: 2011
This is a support tool for clinical audit based on the NICE guidance. 

It is not NICE guidance.

Implementation of this guidance is the responsibility of local commissioners and/or providers. Commissioners and providers are reminded that it is their responsibility to implement the guidance, in their local context, in light of their duties to avoid unlawful discrimination and to have regard to promoting equality of opportunity. Nothing in this guidance should be interpreted in a way which would be inconsistent with compliance with those duties.
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Using audit support

NICE has recommended that percutaneous atherectomy for femoropopliteal arterial lesions with plaque excision devices should only be used with special arrangements for audit. Clinicians should make special arrangements to audit and review their results. This means keeping detailed and accurate records of all patients who have had the procedure, including all adverse events and outcome measures of efficacy. These data should be reviewed at appropriate intervals and practice should be changed if the results suggest the need to do so.

This audit support material has been produced to help to facilitate local audit. It can be used in its current form or amended to suit local preferences. 
This document provides audit criteria based on the guidance developed by the NICE IP guidance programme. The standards (where given) are based on the evidence available. Where there is insufficient evidence, no standard is given. In this situation, a local standard should be determined based on regular monitoring.

To assist with the collection of data to support the suggested audit criteria, a tailored data collection tool has also been provided. The data collection tool can be used in its current form or amended.
To ensure that any valuable insight regarding unexpected consequences of this procedure is shared among clinicians, each adverse event should be documented and details forwarded to the National Patient Safety Agency's (NPSA) National Reporting and Learning System. 

Clinical criteria for ‘Percutaneous atherectomy of femoropopliteal arterial lesions with plaque excision devices’
	CONSENT

	Criterion 1
	The percentage of patients undergoing percutaneous atherectomy of femoropopliteal arterial lesions with plaque excision devices who have: 

· received written information on the procedure and any possible complications 

· had a discussion with the clinician about the procedure which is documented in the notes 
· given written consent to treatment. 

	Exceptions
	None 

	Standard
	100%

	Data items
	See data collection tool, data items A to C

	Definitions
	The DH 'Good practice in consent' initiative produced formal processes and documents for full and informed consent. The correct documents should be used to support the consent process for all investigations and treatments. Specific information regarding the treatment should be provided. If the patient is not capable of providing consent, the information and discussion elements should apply to the patient’s delegated carer/guardian.

	EFFICACY

	Criterion 2 
	The percentage of people undergoing percutaneous atherectomy of femoropopliteal arterial lesions with plaque excision devices who have had any of the following clinical outcomes:

· improvement in clinical peripheral arterial disease (of 1 or more clinical grade)
· freedom from amputation/limb preservation

· haemodynamic patency
· procedural success/improvement in mean arterial stenosis

· reintervention/redo
· other.

	Exceptions
	None

	Standard
	In the evidence, improvement in clinical peripheral arterial disease of 1 or more clinical grade was achieved in 75% (27/36) of procedures at 1-month follow-up and 55% (12/22) of procedures at 12-month follow-up.
Amputation was required in 7% (4/60) of patients at a mean follow-up of 5 months.

Primary patency rate was 53% at 18-month follow-up in a case series of 275 patients in one case study. 
Procedural success (≤ 50% residual stenosis with no death, myocardial infarction, amputation, revascularisation, or major bleeding) was reported in 95% (778/822) of lesions at 30-day follow-up in a case series of 601 patients.  

	Data items
	See data collection tool, data items E to J

	Definitions
	The Fontaine or Rutherford grading system could be used before and after treatment to determine improvement in clinical peripheral arterial disease.

	SAFETY

	Criterion 3 
	The percentage of people undergoing percutaneous atherectomy of femoropopliteal arterial lesions with plaque excision devices who have had any of the following adverse events:
· technical difficulties with the blade tip of the catheter
· perforation
· dissection
· embolism/atheroembolism
· lesion site occlusion/thrombus

· aneurysm/pseudoaneurysm formation
· need for surgery or other procedures in order to treat complications
· other.

	Exceptions
	None

	Standard
	Perforation was reported in 0 – 1% of procedures.
Periprocedural embolism occurred in 1/1258 procedures in a case series of 601 patients and in 7% (5/70) of procedures in a case series of 60 patients. Atheroembolism was reported in 5% (1/18) of procedures in a case series of 16 patients.
Graft thrombus occurred in 1/34 patients.

Pseudoaneurysm occurred in 1/34 patients. No aneurysms occurred in a case series of 601 patients.

Reintervention was required in 29% of patients in a case series of 275 patients at 13-month follow-up.

Technical difficulties with the blade tip of the catheter were reported during 8% (10/131) of procedures in a case series of 84 patients.

	Data items
	See data collection tool, data items K to S

	Definitions
	Grade

0 - No adverse event

1 - Mild adverse event (minor no specific intervention)

2 - Moderate adverse event (minimal intervention)

3 - Severe and undesirable adverse event (significant symptoms)

4 - Life threatening or disabling adverse event (need for intensive care or invasive procedures)

5 - Death related to adverse event

	OTHER

	Number of criterion replaced: 
	Local alternatives to above criteria (to be used where other data addressing the same issue are more readily available).

	Exceptions
	

	Standard
	

	Data items
	

	Definitions
	


Data collection tool for ‘Percutaneous atherectomy of femoropopliteal arterial lesions with plaque excision devices’
Complete one form for each patient. 
	

	Patient identifier:
	Sex: 
M / F
	Age:
	Ethnicity:

	Date of procedure:


	Date(s) of follow up:



	
	


	Data item 
	Criteria
	
Tick/complete box as indicated

	Consent

	A
	Written information on the procedure and any possible complications has been given to patient
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	B
	Discussion with clinician about the procedure has been documented in the notes
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	C
	Written consent to treatment has been obtained
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Process

	D
	Adjunctive treatment was required:
	Balloon angioplasty
	 FORMCHECKBOX 


	
	
	Stenting
	 FORMCHECKBOX 


	Efficacy

	E
	Improvement in clinical peripheral arterial disease (of 1 or more clinical grade)
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	
	Was one of the following clinical grading instruments used?:

· Fontaine grading system
	Score before treatment
	Score after 
treatment

	
	
	
	

	
	· Rutherford grading system
	
	

	F
	Amputation required
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	G
	Haemodynamic patency
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	H
	Procedural success/improvement in mean arterial stenosis
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	I
	Reintervention/redo
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	J
	Other (please specify)
	Detail:

	Safety

	K
	Technical difficulties with the blade tip of the catheter
	Grade:

	L
	Perforation
	Grade:

	M
	Dissection
	Grade:

	N
	Embolism/atheroembolism
	Grade:

	O
	Lesion site occlusion/thrombus
	Grade:

	P
	Reintervention
	Grade:

	Q
	Aneurysm/pseudoaneurysm
	Grade:

	R
	Need for surgery or other procedures in order to treat complications (please specify)
	Grade:

	S

	Other (please specify)
	Detail:


Grade
0 - No adverse event

1 - Mild adverse event (minor no specific intervention)

2 - Moderate adverse event (minimal intervention)

3 - Severe and undesirable adverse event (significant symptoms)

4 - Life threatening or disabling adverse event (need for intensive care or invasive procedures)

5 - Death related to adverse event

Further information

For further information about clinical audit refer to a local clinical audit professional within your own organisation or the Healthcare Quality Improvement Partnership (HQIP) website www.hqip.org.uk. HQIP was established in April 2008 to promote quality in healthcare, and in particular to increase the impact that clinical audit has on healthcare quality in England and Wales.
Supporting implementation

A series of practical guides to implementation are also available on our website (www.nice.org.uk/usingguidance/implementationtools). 

The guidance

You can download the guidance documents from www.nice.org.uk/IPG380
· Interventional procedures guidance – all the recommendations.

· ‘Understanding NICE guidance’ – information for patients and carers.

For printed copies of the ‘Understanding NICE guidance’, phone NICE publications on 0845 003 7783 or email publications@nice.org.uk and quote N2445 (‘Understanding NICE guidance’).
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